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“hESC Registry Application Database
Detailed Listing for Request #: 2009-ACD-009 B

November 16, 2010

hESC Registry Application Search Results

Request #: 2009-ACD-009
Status: Pendmg

Review ACD

1 Assurance:  Yes (Section 1i(B))
Certification: Yes

Cell Lines: 11
Available:. 11

Previous #;
2009-DRAFT-007

http://hescregapp.od.nih.gov/logih/list.htrn?DetailLisEyes&id?7 .

-Authority:—Yes | -Submitter Comments; Expr

{Line #2: CM—Z )
| Available: Yes

.| Gell Core Facility. Children's Memonat Hospital
Provider Phone: 773-755-6598 .

A Embryo from U.S.: Yes

Organization. Children's Memorial Hospital

Org Address: 2300 Children's Plaza, Box.205, Chicago, IL, 6061 4-3394

DUNS: 074438755 Grant Number(s):

Signing Official {SO): Harmony.Maple / 773-755-6334 /
Magle@chﬂdrensmemonal org

Submitter of Request: Vasil Galat / 773-755-6598 Tv=

galat@northwestern.edu
bases-estabﬁshed-on-hESC'tmes—

including CM 7 and CM 14 are used as prehmmary data for iPSCs
validation GRANT1 0279457 (HL100168-01)

Enibr'y_b Dohated'.
Provider Name Vasnl

Provider Réstrictio_;ls': None
NIH Restrictions:

Additional Information:

NiH Approval #:

Embryo-from U.S.: Yes
Embryo Donated in Year(s):
Provider Name: Vasil Galat, Ph.D., HCLD CMRC iPS and Human Stem

Provider Email: v-galat@northwestern.edu
Provider URL: http://www.childrensmrc. org[stemcellcore/

Provider Restrictions: None

NIH keétiictions:

Additional Information:

-

Line #3: TM=5— not gaw%\{ammd
NiH Approval #: « 'VL/ 04/20\0
Available: Yes ;

11/16/2010
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o Donated in Year(s): -

Provide me: Vasil Galat, Ph.D., HCLD. CMRC iPS and Human Stem
Cell Core Fagifity, Children's Memonal Hospital

Provider Phone 73:755-6598
Provnder Emaul '

Provider Restrictuons None -

VNIH Restrictions:

Additional Information:

Line #4; CM-6

NIH Approval #:

Available: Yes

Embryo from U.S.: Yes

Embryo Donated in Year(s):

: Provider Name: Vasil Galat, Ph.D., HCLD. CMRC iPS and Human Stem
| Cell Core Fagility. Children's Memonal Hospital .

Provider Phone: 773-755-6598 -

Provider Email: v-galat@northwestern.edu

Provider URL: " http:/www.childrensmre. or /sterncelicore/
Provider Restrlctlons None A

NiH Restnctlons:

' , ' Add'it_iqnél information:

Line #5: CM-7T
| NIH Approval #:
.| Available: Yes -
Embryo from U.S.: Yes -
Embryo Donated in Year(s):
Provider Name: Vasil Galat, Ph.D., HGCLD. CMRC iPS and Human Stem
‘ Cell Core Facility. Children's- Memonal Hospital
. . Provider Phone: 773-755-6598
Provider Email: v-galat@northwestern.edu
| Provider URL: http://www. childrensmrc.org/stemcelicore/
Provider Restnctions None

NIH Restnctiqns: .

| Additional information:

Line -8 , not ey VI el
. NIHAppro ald: V204 1O

Avalilable: Yes {04/
Embryo from U.S.: Ye3
Embryo Donated in Year(s): ™~
Provider Name: Vasil Galat, Ph.D., M&LD. CMRC iPS and Human Stem
Cell Core Facility. Children's Memonal Hospi
Provider Phone: 773-755-6598
Provider Email: v-galat@northwestern.edu

Provider URL: http://www.childrensmre.org/stemeelicore/

jhttf)://h‘escregapﬁ.od.nih.gov/login/li_st.ht_rn?De;tailLisFS)es&fd=7 - 11/16/2010
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ot Dewty Erestvtes
12/ 04/10

-Provider Phone
Provider Email: v-r {
Provider URL: http:/&
Provider Rastrictlons None

NIH Restrictions:

| Additional Information:

Line #8: CM-12

NIH Approval #:
Available: Yes
Embryo from U.S.: Yes .
Embryo Donated in Year(s):
Provider Name; Vasil Galat, Ph.D., H;_ LD. CMRC iPS and Human Stem
Cell Core Facility. Children's Memorial

Provider Phone: 773-755-6598 v
Provider Email: v-_
Provider URL: : .
Provider Restrictions: None ~

NiH Restrictions:

I , | » Additional Information:

Line #9: CM-13

NIH Approval #: -
Available: Yes

Embryo from U.S.; Yes
Embryo Donated in Year(s):
Provider Name: Vasil Galat, Ph.D., HCLD CMRC iPS and
Cell Core Facility. Children's Memonal Hospital

Provider Phone: 773-755-6598 .. ‘

Provider Email: v-galat@northwestern.edu

Provider URL: http://www_.childrensmrc.org/stemcelicore/
Provider Restrictions: None .

NIH Restrictions:

.- Additlonaj Information:

http:,//hescregapp.od.nih.gov/loginﬂist.hnn?DetailList=yes&id¥7 , 11/16/2010
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| Additional Information:

| Provider URL: http://www.childrensmre.org/stemcellcore/

1 ocgmentg (PDF - 11/17/2009) NUCHSCR Approval

| February 17 2010 response Ietter from WG to CMRC uploaded by E.

Availaie: Voo ‘ ot latmy
vailable: Yes . , _
Embryo m U.S.: Yes - P«Md {24/ 10

‘ Namye: Vasil Galat Ph D., HCLD. CMRC iPS and Human Stem
Cell Cor'e’Facili Children's Memonal Hospital

Provider Phone: X73-755-6598
Provider Emall V-

NIH ‘Rest‘rlotlons:

Line #11: CM-16

NIH Approval #:
Available: Yes

Embryo from U.S.: Yes
Embryo Donated in Year(s):
Provider Name: Vasil Galat, Ph.D., HCLD. CMRCYeS and Human Stem
Cell Core Facility. Children's Memorlal Hospital
Provider Phone: 773-755-6598

Provnder Email: v-galat@northwestern.edu

Provider Restrictione, None
NIH Rostriction_s:

Additional Information:

Supportmg Documents' :
Document 1: (PDF - 11/17/2009) Summary
Document 2: (PDF - 11/17/2009) CMRC IRB decnsaon {exempt)

Document 4: (PDF .~ 11/17/2009) -Fertility Centers Letters
Document 5: (PDF -09/29/2010) Sample Consent Forms redacted
DocumentB (PDF - 11/18/2009) SO Approval Letter

Administratlve Comments November 23,2009 SO certifi catlon buttons
-checked by E. Gadbons per §0 Ietter

January 10, 2010 response letter from Vasil Galat on prov:dmg copies of
informed consent for particular embryo danation for research.

Gadbois

July 8 Email Questions to submitter- uploaded by D. Hannemann on 12
-July 2010 .

http://hescregapp.od.nih.gov/login/list htm?DetailList=yes&id=7 - 11/16/2010

MU
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S

| o July 9 Email Response from submitter uploaded by D. Hannemann on 12
July 2010

- IF;BOExempﬁon Letter from WlH uploaded by D. Hannemann on 12 July
201 :

%Statement oh eimbryo transfer uploaded by D. Hannemann on 12 July |
0 .

July 15 Email Response from submitter upioaded by D. Hannemann on 15
July 2010

s _._ - July 27 Email Response from submilter uploaded by D. Hannemann on 28
- July 2010 _ .

Frozoen embryo donation consents uploaded by D. Hannemann on 28& July
201 ,

|:- ' g(rjesah embryo donation cnnsent uplodded by D. Hannemann on 28 July
1 .

ESC Consent uploaded‘by D. Hannemanin on 28 July 2010

July 28 Email from S’qu’itt’ar uploaded by D. Hannémann on 28 July 2010

IVF Clinic. Attéstaﬁon uploaded by D. Hannemann on 28 July 2010

' Redacted version of MFC Informed Consent (Doc 5) by D. Hannemann on
29 Sept 2010 .

Redacted version of MFC Flnal Storage Notice (Admin Doc 13) by D,
Hannemann on 29 Sept 2010

Redacted version of MFC IVF Lab Report (Admin Doc 14) by D.
Hannemann on 29 Sept 2010

Admlmstrative Attachments '
Docunient 1: (DOC - 01/12/201Q) Response letterfromv Galat on
providing informed consent documents
Document 2: (PDF - 01/24/2010) questionsto V. Galat from NIH
{ Document 3: (DOC - 01/24/2010) 11B analysis by NIH staff
1 Document 4: (PDF - 02/17/2010) questions to CMRC from WG
Document 5: (PDF - 04/02/2010) April 2 2010 emall from Galat
Document 6: (DOC - 04/02/2010) April 2 2010 email attachment from
Galat .
E%Qumg_n__“ (PDF - 07/12/2010) NIH Email Questions to Submitter on
uly 8 2010
_g_gggmgmg (PDF - 07/12/2010) Submitter Email Response on July 9
1
Document 9: (PDF - 07/12/2010) IRB Exemption Letter
Document 10: (PDF - 07/12/2010) il Statement on Embryo Transfer
1 Document 11: (PDF - 07/15/2010) 15 July Email Response from
Submitter
. Document 12: (PDF - 0712812010) 27 July Email Response from
l _ Submitter

http://hescregapp.od.nih.gov/login/list tm?DetailList=yes&id=7 - 11/16/2010.
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| Document 17: (PDF - 07/28/2010) IVF Clinic Attestation’

Document 13: (PDF 09/29/2010) Frozen Embryo Donatlon
Consents_redacted ‘
Document 14: (PDF - 09/29/2010) Fresh Embryo Donation
Consents_redacted
Document 15: (DOC - 07/28/2010) ESC Consent

Document 16: (PDF - 07/28/2010) 28 July 2010 Email from Submltter

Docurment 18: (PDF - 10/20/2010) Galat response #1 19 Oct 2010
Document 19: (PDF - 10/20/2010) Galat response #2 19 Oct 2010
Document 20: (PDF - 10/26/2010) Galat response 25 October 2010

Status History:
Draft: 09/24/2009
Pending: 11/18/2009

Emails Sent' 11/18/2009-New_Applicaton_Email

Added By: Commons\vgalat On. 09/24/2009 | Last Updated

By: NiH\gadboisel On: 10/26/2010 | RecordID: 7

——

NN

Total Record Count = 1 *

/"»'.'3{,[i’!ﬁ‘x"2~‘f'i§j\'3.l'>!’\-l‘,’ﬁ.;?:'g‘(;:' A
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http://hescregapp;od.nih.goV/login/list.htm?DetaﬁList=ycs&id=7 - : 11/16/2010




ChllclrensMemonal
“Research Center

é ‘Office of Sponsored Programs

2300 Children’s Plaza, Box 203
Chicago, Hllinois 60614~ 3394
773.755.6302

Fax 773,755.6533 _
www.childrensmec.org

Alfiliated with

Feibry Siol o tldicine
Date: 11/10/2009
NIH Stem Cell Registry:

I hereby certify that the statements in the Request for Human Embryonic Stem Cell Line to be Approved for Usein NIH

» Funded Research (NIH Form 2890), submitted by Dr. Vasil Galat, PhD below, are true, complete and accurate to the
best of my knowledge. I am aware that any false; fictitious, or fraudulent statements or clatms may subject me to
cmmmal cwll or admmxstratlve penalties (U.S. Code, Tltle 18, Sectxonl 001). .

I further confirm that that I have the authority ¢ and/or rights pertaxmng to the human embryonic stem cell lme(s)

- identified in itém 6 of the form to make this request for NIH review and determination of eligibility for use in NIH -

- funded research (e.g., I am the owner, deriver or licensee or have written permission of the same to submit). Any and all
restnctxons on the use of the stem cell line are clearly and completely identified in item 8 of the form.

Assurance Stat‘eme_nts (mark the appropnate statement with an “X”; you may only check one Assurancg statement.):
——_Assurance in accord with Secti,oh II(A) of the NIH Guidelines:

1 hereby assure that the donation of the embryo from which the cell line(s) identified in item 6 was denved was in
-accordance with the elements of Section II(A) of the NIH ‘Guidelines on Human Stem Cell Research.

|

OR |
__X_ Assurance in accord with Section ]I(B) of t'l_i'e _NIH Guidelines:

I hereby assure that the embryo from whxch the cell line(s) identified ini item 6 of the form was derived was
donated prior to July 7, 2009, and the embryo: 1) was created using in vitro fertilization for reproductive purposes
and was fio longer needed for this purpose; and 2) was donated by individuals who sought reproductive treatment

- ("donor(s)") who gave voluntary written consent for the human embryo to be used for résearch purposes. The
applicant is advised that the Working Group of the Advisory Committee to the NIH Director will consider
submitted materials taking inte account the principles articulated in Section II(A) of the NIH Guidelines for
Human for Human Stem Cell Research, 45 CFR 46 Subpart A, and the following points to consider: during the
informed consent process, including written and oral commumcatlons. whether the donor(s) were: (1) informed of




®

other available opﬁons pertaining to the use of the embryo ; (2) offered any inducements for fhe donation of the
embryo ; and (3) informed about what would happen to the embryo after the donation for research. -, '

 OR

______Assurance in accord with Section 1I(C) of the NIH Guidelines:

I hereby assure that the embryo from which the cell line(s) identified in item 6 of the form was denved was
donated outside the United States on or after July 7, 2009, and the alternative procedural standards of the foreign
country where the embryo was donated provide protections at least eqmvalent to those provided by Section [I(A)

_ of the NTH Guidelines on Human Stem Cell Research.

I acknoWledge-that I have, _read, understood, and agreed to, the information provided on the form, including the
- Instructions for completing the form, and the Certification, Authority and Assurance provided above.

Harmony%le, MPA

Director, Office of Sponsored Programs
Children’s Memorial Hospital

2300 Children’s-Plaza, No. 205
Chicago, IL 60614

773-755-6334 Phone .
hmaple@childrensmemarial.org




' Chﬂﬂrens*Memomal -

Research Center

Office of Research
Integrity and Compliance -

2300 Children’s Plaza, Box 205
_ Chicago, Ifinois 60614-3394

7731556306 January 17, 2007
Pax 773.735.6304
a www.childrensmec.oeg
| _— Vasil Galat, PhD
Wi
' Nerbustirs Ui CMRC/Developmental Systems Btology, Box#204
Prinberg School of Medicine

Re: Estabhshment of Embryonic Stem Cells Bank, IRB#2007-13057
Dear Dr. Galat:

The Institutional Review Board reviewed the above-named study and has detetmmed that N

it is exempt from IRB review.

Thls detmmnatlon was based on 45 CFR 46.101(b)(4): “Research involving the collection
or study of existing data, documents, records, pathological specimens, of dxagnostxc

_specimens, if these sources are publicly available or if the information is recorded in such a .

manner that subjects cannot be identified, directly or through identifiers linked to the
subjects.”

Any proposed changes to this research must be submitted to the JRB, prior to
implernentation, in order to determine if the research still qualifies for exempt status. If the
IRB finds that the research is no longer eligible for exemption, you will be notified
whether the study needs to be submitted for either expedited or full board review. -

Tite above IRB number has been assigned to this wwady for tracking purposes only.

AL

flien R. Bréoks, PhD, Chair
nstitutional Review Board
Children’s Memorial 'Research Center

Sincergly,




__,,,,r_m..NQRIHWESIERNTUN-NERSI-T-YqCOMML—TT-EE-ON'~HUMA-N~SIEM~GEI.=L~RES-EARGH

Chair of NUCHSCR  Lewis J. Smith, MD :
Associate VP for Research
750 N. Lake Shore Drive, Suite 700 .

.. Chicago, L 60611 - ’ NORTHWESTBRN
. . UNIVERSITY :
ksmith@noithwestemn.edy )

Phone: {312} 503-2615

August 2, 2007

Vasil Galat, PhD, HCLD

Children’s Memorial Research Center
2300 Children's Plaza, Box 204
Chicago IL, 60614

Project Number: NU ESC0002

Project Title: Establishment of Embryonic Stem Cell Bank
Review Date: 04/18/2007

Status: Approved.on 07/27/2007

The Northwestern University Committee on Human Stem Cell Research (NUCHSCR) has now
granted approval for the above referenced project. This approval is granted with the understanding
that the investigator will (if applicable): . : _ :

e If using non-NIH épproved human _embryoriic stem cell lines, you must work with ybur
sponsored project's office to ensure you do not violate federal regulations,

¢ Do not change the procedures or scobe of the research without prior NUCHSCR approval of
those changes. ,

e Promptly report any unanticipatedprbblems involving risk.

 As this project falls under categories B1 & B2, provide the committee with a follow-up report
one year after initial approval has been granted. In the report describe any new findings
which may have made your research redundant, provide a rationale for the continuation of
the research, and indicate any new ethical problems: that might -arise based on your
research findings from the past year. , : _

ii?y.

Lewis J. Smith, MD"
Chair, NUCHSCR




©

Vasili Galat, Ph.D, HCLD.

" Director, CMRC iP$ and Humat Stem

- Children'sMemorial - CollCoro Bcity,

' ) Researoch Assistant Professor

Reseal’Ch Centel' - Northwestern University
) ~ : © Feinberg School of Medicine

2300 Children’s Plaza, Box 204
Chicago, IL 60614
773-755-6598
773~733-6385 Fux
v-galat@northwestem.cdu

https/www.childrensmrc.org/stemeeticore

"~ November 9, 2009

Eleven CMRC (CM) hESC lines were derived from embryas donated in US prior July 7, 2009 are ‘
being submitted as one -éubmissio,n for review by ACD for approval for addition to NIH Stem Cell
Reglstry. The project titied Development of Human Embryonic Stem Cell Bank was supported by the
Hlinois Re,ge‘néraﬂve Medicine Institute (IRMI) State of Hlinois funding. The IRB CMRC has -
determined that the protocol is exempt (attachment 2). The study was further reviewed and
approved by. ESCRO Commitiee NUCHSCR (attachment 3). Nearly 300 embryos donated for
‘research purposes from reproductwe cyeles between years 1998 -2009 were shipped to CMRC from
IVF centers. Major contributors of donated embryos were Mand Midwest
Fertility Center, IL (see Acknowledgment letters from Eiilland MFC, attachment 4). Patient
_-consented embryos for research were consulted on research activity with the embryos and were not
offered any inducement for the donation. They had other obtlons at the time of donation I. e. to
discard the embryos or donate it to other couples (see Samplef Consents: Bl Disposition for
Frozen Embryo(s) Farm, —fQohﬂrmaﬁon Form, MFC Informed Consent for Embryo Transfer,
MFC Embryo Storage Final Notice, attachment 5). All embryos were sent to CMRC with no
identifiers. Signing Official Approval Letter (attachment 8).

Vasil Galat, Ph.D., HCLD




Amas £, Madanes, MA), S5

4333 Mitin Street
Downers Grove, IL
[ RS

T: 630.810.0212

Midwest Fertility Center collaborates with CMRC iPS and Human Stem Cell Core

Donpee E. Praee, M.

ey e

" October 28" 2009

To Whom it May Concem .

F: 6308101027

1L8100.244,0212

Inteenet:

wuwivius

F-mait:

Tertility ‘e vfus

Fatitity at Children’s Mefmorial Research Center (CMRC) Yot the stablishment a

‘ library of human embryonic stem cell lines, approved by the Children’s Memorial

Hospital IRB (IRB #2007-13057). The left over embryos donated for research
purposes from reproductive cycles between years 1998 -2009 were transferred to
CMRC along with the Sample Consent Form disclosing that patients had the option to
discard the embryos or donate them for research. The shipments include de-identified
vials of frozen embryos (six patienis) and de-identified fresh embryos (ttine patients), -
The following collaborative studies resulted from this work: '

Galat V., Ozen S., Greiss H., Hendrix M., Iannaccone P, The advantage of
microsurgical techniques for human embryonic stem cell derivation, established on
embryos donated after pre-implantation screening (PGD), Fertility Sterility. 2008. V.
90 P. 249, : : '

~ Galat V., Greiss H, Iannaccone P., Hendrix M. A microsurgical approach developed

Offices:

Dawners Grove, 11
Napuervifle. IL
Chicago I
 Merriflville, IN -
Munster IN

Nalpartise, IN

,ARTZZ?,? a

for hESC derivation in animal-free conditions from embryos sampled by single cell
biopsy: Proceeding of ISSCR meeting, 2008. P, 177, v

ctor of MFC | _ o

Hisham F. Greiss MD, PhD, HCLD. .




From: Yasll Galat

. To: HESCREGISTRY (NIH/OD),

" G HMaple@chiidrensmemortal.ora; Bhilip Jannaccone; Colleen Grogan
Subject: Re; New hESC Registry Application Request #2009-ACD-009 MFC consents
Date: = Tuesday, July 27, 2010 2:27:35 PM
Attachments:’ MEC frozen Consents.odl

. MECfresh . Consenta.pdf

ATT00001.0xt

Dear Dr. Gadbois,

I have supporting documentation for the lines established from

hat |
embryos donated by MFC. The line CM7 was established in May 2008 from
thawed de-identified embryos. All six consents of the patients CMT
donated frozen embryos (from:1996, 1998, 2001, 2004, 2005), with a
statement “donate for research” are presented (see “MFC frozen
: consents”)

The supportlng documentatlon for the fresh embryos donated after PGD

_ sereening was requestéd.only for the donations from which hESC lines
were developed (see “MFC fresh consents”). The line CM6 was )
gstablished In May 2008 from a donation verbally consented for | @.Mlp
research as stated (with a signature of IVF director) in a copy of
‘patient chart. The line CM2 was established from embryos donated
9/1/07 consented by the patient “ Donate to Northwestern for - -
research”. Please note that “donate to research” option is made in CMZ
handwriting reflecting that this option was added after establishing
collaboration between CMRC and MFC and the leftover embryos wer
discarded earlier. The consent form was modified at a later time (as

. seen from the sample consent from 2008 provided withjthe submission)

~ allowing “donation for research” as a standard option, Additionally,
“donate to Northwesbern reflects that patients were provided the
information about specifics of hESC research in CMRC, NU, Iam also °
attaching the sample consent offered by us for embryo donation
(“Consent 2009") in.which we Incorporated the novel ethical
requirements spelled out in the NIH guidelines. Please let us know if
you conslider this form adequate for submission of the hESC lines for
prospective registration with Administrative review. I expect to
receive MFC IVF lab director statement and forward it to you tomorrow.

In support of this application I must say that MFC lines CM6 and CM7
contributed to several studies and possess a unique ethnical
background according to the study: L. C. Laurent, C. M. Nievergelt,
C. Lynch, E. Fakunle, J. Harness, U. Schmidt, V. Galat,

A. L. Laslett, T. Otonkoski, H. Keirstead, A. Schork H-S. Park, J.
- F. Loring. Restrlcted Ethmc Diversity in Human Embryonic Stem Cells.
Nature Methads. 2010. 1 (7). 6-7

Sincerely,

V. Galat




-07/28/2010 09:08 FAX 18308101027 Midwest Fertility Center : Z001/001 @

M

MIDWRST
FERTILITY
*ENTER

CEN

4333 Main Strcer

Downers Grove, 1.

60515

dwing I llhnlmin\. LIN7)

Fhmniy B Proit, 841D,

July 26, 2010

The embryos consented for research on 9/01/07 and 5/04/07 were
from the patients undergoing PGD scroening. The donated to CMRC '

T E3CRI0.0313

. FA30K10.1007

13002440212

Inlvrnet:

wwwivius

Gomuil;

 Eemtinyaivitos

" ORieess

Dowiers Cpave, I,

" Naperville, 1,

Chicugn, 11

1 . Meerilville, IN

Munwor, IN

Valpareaiso, IN

embryos were not considered for the embryo transfer or freezing for

 different reasons i.c. those with abnormal, inconclusive results or no

results (nuclei were not present in the testing sample). I personally
consult couples, including those who are planning a PGD screening,
prior (typically 43 days before) beginning of IVF cycle. Forthose

* couples expressed the interest in donating embryos I explain the.

natuce of prospective research, specifically, the usage of donated
embryos for hESC research. During embryo transfer on day 5 the
embryologist confirms the fate of the remaining embryos. The
paticnts dopated their embryos on 5/04/07 finalized their decision
and notified me after the embryo transfer at which 1 made &
correspondent statement in the patient chart. The patients were given
amgple time to change their mird and they can withdraw the consent

" up o day 6 of embryo development, the day when donated stabryos

wers transferred to CMRC,

Do not hesitate to contact me for ﬁan/er clgriﬁéations.

' Hisham Greiss, MD, PhD, HCLD
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_ sntly storing yoiir embryos which wers frozen
age. Plenss check the appropriste box and complete/retum tho lower
Please remit payment within 10 days of receipt of this letter. This is your final
"The Midwest Fertility Center, Ltd.
4333 Main Street
_ ‘Powners Grove, IL 60518 .
0 Pleass continue to store-our froizen embryos. Enclosed is-my-paymexit
the year 2006." '

[1 Please discard my frozen 'embryg samples.
[, Pledss use my frozen embryos for research purposes.

of $500.00 for

discard embryos as ted in'the.Consent for Cryopreservation of Human Embryos
thiat you have previously signed. y e |

Tfyou have any questions concerning this matter, please call
Midwest Fetility Center |
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_Cnoaid. attucinvataod Sona Sulornitiey. S—
January 10, 2010

- Thank-you for reviewing our s(rbmission-...AII.submiAtted. CM lines are -established prior to-
July 7, 2009. We were following the Instructions for Completing NIH Form 2890 for
Working Group ACD review for embryos donated inUS prior to July 7, 2009 Section
1(B) httg:l/hesorégagg.od.nih.golelH Form 2890 Instructions.htm.

Considering the questions addressed to us by the ACD Working Group we suppose that

we might have overlooked some docurmient(s) with additional requrrements for the

submrssron—hESC—hnes—forregrstratron

It may not be possible for us to provide the copies of informed o‘onsent for a particular
embryo due to the absolute.requirement for de-_identi_ﬁcation ir_nposed by our IRB.
Further, our information is provided in accordance with confidentiality requirements of
the partner Reproductive Centers. Because of those requrrements we do not have the
actual consents of the patlents IVF lab directors responded that they were not
comfortable to forward it to us. The consents provrded with the submrssron are “Sample”
- as stated in the Summary. They may belong to the patients whose embryos are actually
shipped to CMRC from the IVF centers under the terms of our IRB approvals. The
Sample consents serve to demonstrate the existing IVF policies regarded to all oatients
.and confirm that embryos were generated for reproductive purposes while the patients
had other choices, e.g. to dlscard the embryos. To our knowledge the IVF centers that
contnbuted the embryos to CMRC never generated the embryos solely for research
purposes. We contend that the “research category” in the context of hESCs is relevant
for producing of parthenogenetrc or somatic cell huclear transfer “c!oned” hESC Imes
| which involves using donated oocytes (eggs). The CM Imes did not originate from
oocytes, rather they were established from residual embryos generated for reproductrve
purposes. / o

We did not specify the type of embryos used e.g. from frozen, PGD or fresh cycle
because there are no differences in terms.of supporting documentation' given the de-

~ identification requirement it is not possible for us to establish which procedure was used
in a given case from the clinic. Additionally, we wanted to submlt the lines in one
submission, which according to the guidelines requires the same information for each
line.




~obligated to donate the embryos when ,' aningf esearch is possible (as stated ln the

- . embryo transferst SNRC. By the time of actual embryo transfer V. Galat. as no longer

' Addrttonally, V Galat advocated the idea of developmg new hnes of hESC at

®

respect to our arrangements wrth the IVF centers V. Galat was an off-srte directe ,
of the program at G There was a need to separate cryostored embryes ntended N N Q\M‘“\\ '
for reproductron frofre bryos donated for research. flwas notabfe to utilize those, ¢ \2|4 /19
embryos donated for researc orto conduct research by itssff, They were, however, Cani U -

v

Sample Confirmation form). V. Gatat’ X yGcated fortransfer of the embryos donated for
research to CMRGC. It took hoy ayearto generate’an SMRC IRB permissions for

a pert of s IVF program and the shrpment was arranged by the new drreotor On
oZen de-ldentrf‘ ed embryos were transferred frommto CMRC ’

reproductive meetmgs such as ASRM and CARE. and encouraging the centers to
transfer donated embryos for research to CMRC instead of discarding them. This
resulted in establishing a relatronshrp with the Midwest Fertmty Center (MFC) that -
provrded de-rndentiﬂed frozen and fresh embryos

As to'when informedconsent took place: this was done,several times,'upon:batient
enrolment t‘nt_o'the reproductive cycle, during the embryo transfer and before the embryo
dispositioh. The patients discuss their choices each time with a counselor: Particularly
at B8, as seen from Sample consents for frozen embryds, patients had the following -
choices: to continue storage, to discard embryos, to donate embryos for scientific
research or to attempt to donate to another infertile couple. It was also. clearly stated that
patients may refuse and their future treatment would not be affected Further, patients
were told that they'wou'ld no longer hav"e access to their specimens once donated.

In MFC atthe time of embryo transfer (see Sample Consent) patients were presented
with the optrons to freeze the remarning embryos to discard them or donate them for

: -wanted to contmue to store embryos donate them for research or drscard them In 2007

CMRC developed a new consent. form addressrng embryo donation specifically for stem
cell research and forwarded it to MFQ but it was not in- place at the time of the donation




_to CMRC. Nevertheless, the IVF director was verbally explaining to the patlents that
embryos would be dlrected for stem cell research.

The approved IRB application has nof been changed since 2007 because the exempt
status of the study did not chaﬁge and IRB has not requested changes We are going to
publlsh our protocols and results and have a manuscript in preparatlon at this time. We A
will be happy to share these procedures when they are publicly disclosed. We would be.
/happy to prowde them to you at this time with appropriate non-disclosure arrangements.

mme&emmmmwmmnmﬁgm

publlshed and the authors rélease the data. There does not seem to be such a
safeguard in the stem cell registry.

Thank you for your consideration.

ﬂﬁ(uwg )dteonw

" Vasil Galat, Ph. D,




Eoraid attzemivent &oon Shpp ity

April 2, 2010
Dear Dr. Gadbois,

We have sent the questions of the Commiittee to the IVF centers and waiting for their
reply. | have the notion that they are going to provide input but it is not easy to establish
the exact timeframe for their responsebecaUSe they are not motivated to go these extra
miles. Besides, they are confused about to what exactly they have to attest. Let me go
_over your questions to miake sure we are gathering ample and appropriate information.

Questions: Could you pleese provide:; _ '
1. Specific dates of embryo donatlon and hESC derivation for each hESC line,

- We will provide the timing of fresh embryo donation and hESC lines establishment,
There is no possibility for us or for the IVF centers to provide a date of embryo donation
of frozen embryos because fhey were de-identified. Nether of us knows exacﬂvy which
embryos were in the particular straws we used to establlsh the Imes ‘Do you think the

’ srtuatlon with frozen embryos is properly explamed and will be accepted by the

. Committee? This de-ldentlf cation was required by our IRB in order to do the work and
was lmposed pnor to the estabhshment of national guldellnes

2. Acopy of the research protocols, redected if neeessaljl, with information on whether
fresh embryos were used, whether the embryos were poor quality, leftover from PGD,
and/or clinical grade emblyos and what procedures were used for ldentrfymg those
emblyos and shlppmg them to CMRC.

| need some clarifi catlon on this one. The hESCs manipulations and handhng were done
accordingly with the recommendatlons of the Thomson group following the WiCell
_protocols handed to us at their workshop. Would you like us to submit these protocols?
The hESC derivation was done differently, with optimization for xeno-free conditions,
soe_cifically, ICM from blastocysts were isolated hot by immunosurgery but mechanically
(micros'Urgically) ‘In some cases a human feeder cells instead of mouse were used to
support hESCs grows. Shall we submit the protocols for microsurgical ICM isolation and
human feeder cell preparation? : o '
We requested the information from Mldwest Fertrllty Center, which prowded the fresh




&

embryos and embryo procedures that were used, etc We would not be able to recaver w
NS %of\‘ (3
any history about the frozen embryos for the reason mentroned above. ‘Fhe-shrpmant-of-, Wl Ao
rozen-embryos-was-dene-in-a-dry-shipper B Shall I submita -y A NTOM |
FedEx requlsitlon copy? The delrvery of de-identified frozen embryos from Midwest gr‘
Fertrhty Center (Chrcago area) was done ina dry shrpper by the embryologrst | used a
portable transporter to plck up de-identified fresh embryos from Midwest Fertrlrty Center.

3. If fresh (non-frozen) embryos were donated, please provide information about the
tlmaframa allowed families to maka decisions about consent and’ donation

Inmy former letter to the Commrttee | wrote: “As to when informed consent took place
this was done several times, upon patiént enrolment into the reproductrve cycle, during
the ambryo transfer and before the embryo disposition. T! he patients discuss their
choices each time with a counselor’. Additionally, | can say that in every IVF center,
(including ones donating embryos’to_CMRC) the patiants discuss the posaibla outcome
of treatment-and are offered options’to handle the spare embryos upon enroiment in
reproductive cycle, which happe ned roughly one to three month prior to- oocyte refrieval. :
At the day of oocyte retrieval the patient is informed of how many eggs were collected, at o ,

- which point the patients can make a rough estimate of whether they will have residual '
embryos. Usually one to three embryos, depending on their quality and the age af the
patient, are transferred back. Upon fertilization, the day after obcyta retrieval, the patient
is informed of how many e,gga are fertilized, which provides the patient with a more |

r breciée,idea about the chance of having residual embryos. At the day of embryo transfer
(usually day 3 or day 5) the patient knows precisely how many embryos were properly -
developed and makes a final decision. Typically patients choose to freeze extra embryos -

* until the outcome of treatment is known. Thus, the families have ample fime to make

~ decisions about corisent and donation and can reverse their decision at any pain't Do
you feel | fully addressed your questlon or the statements from IVF directors are stl!l o ‘ :
needed? o : - S : : ' ;

4 Documantatlon that for each hESC hne, the embryo donor gave wntten Informad

~ consent (rather than just the sample consents already provided). This could be _
accompllshed in any of the following ways: |
Could the IVF clinics altempt to track back to the ambfyo donor for each hESC line in




order to provlde redacted consent forms?

If de-identification precludes the. submission of an actual,redacted-consent-form-linked--- -

to the donor of each hESC line, could you attempt to track back to the ti'me window

| around the embryo donation and verify that all IVF patients who donated embryos to

gave consent for hESC research, using a form that has been provided to the WG? For
example if line X came from clinic.Y, the IVF clinic director at clinic Y could review files
of all embryo donors to CMRC at that time. The IVF clinic director should attest that he

- emhmwewed—alkﬁlmnd—veﬂﬁed%habconsenﬁorhﬂemmhwasym T

! pravided with the submission. Herefs from the leths

Again, tracking back partlcular patients for IVF centers is attainable. only for freshly
donated embryos from MFC For the frozen embryos it would not be possible to tell
which consent form belongs to which hESC line because de-indentified straws were

- shipped in bulk. Seemingly the statements from the IVF clinic that files of all donors are /

verified to show that consent for hESC research was glven is the only answer.

N would like to draw to your attention that donation of embryos from §iilflwas done in
: ‘;, codrdination with SR University IRB. IRB review of embryo donation to CMRC
' was solibited by“ M.D. a medical director of In \ftro Famhzatt ~ /\) oM
e laboratory Divi - “ Dt

- of ENIREE. T

gion of Reproductive Endocrinology of T
e IRB reviewed the adherence of embryo dogy
requnrements and guidetines. The verification of consents was done at that time and
embryos donated for researchwere pulled to a specific lo cation in cryostorage De-
identification of the straws was peqrmed in the pre€ence of witnesses, whlch confi rmed
the label of the straiv matched the patl do pated embryos for research before It was
removed. You can find a conﬁrmatron thef congent forms wére reviewed in the letter

of the J8ill IRB Chair SN

MR 1.0,
“DearDr“

| have reviewed youf May 5, 2007 request to donate resrdual embryos to the CMRC for
stem cell regedrch purposes. Your division has obtained consents to udg these residual

_embrygsin résearch. The embryos will be sent with no_ldentlﬁers. There wilNge no

fipaficial compensation of any type for this donation...”.

fon to the ethlcal N> lafvo

roid

ot




' Regardmg the MFG embryos, there is a statement from IVF lab director saying that. -
“...The left over embryos donated for research purposes from reproduotrve cycles
between 1998-2009 were transferred to CMRC along with the Sample Consent Form
disclosing that patients had the optron fo drscard the embryos or-donate them for
research o C L -

The tetter from MFC IVF lab director’ H F. Greiss M.D., PhD HCLD is provrded with the
submission file hame “IVF Letters Do you regard this document as a oonf rmation that
consent forms were verified or you would need additional statement from IVF drrector
addressing thls point? ' o

5, Documentatron of whether donors were grven more specrﬂc information (Includrng in
: oral form) about the nature of the hESC research. This could be documented in
attestations from IVF clinic medical directors.

We do not have such documentation for the frozen embryos. The majority of these
donations was done before the human embryonic stem cells were even described: The
donors consented the ernbryos; “for research” rather then “stem cell research”.
"Regardin'g' the fresh embryos from MFC in my previous letter | \rvrote:

“CMRC developed a new consent form addressing embryo donation specifically for stem
cell research and forwarded it to MFC but it was not in place at the tirne'of the donation
to CMRC. Nevertheless, the IVF director was verbally explamrng to the patrents that
embryos would be drrected for stem cell research"

. If1 have had consents specifically. addressmg hESC research l would submrt my
application directly to Administrative review. 1 felt encouraged in submrttrng our Irnes to
ACD review because there were, basically, two ultrmate requrrements in the lnstruotion ’
for Completmg NIH Form 2890 .




Under Section II(B) of the NIH Guidelines, the supporting documentatxon must demonstrate that
the hESCs were derlved from human embryos

1 that were created using in vitro Tertilization for reproductive purposes and were no longer
needed for this purpose; and

2, that were donated by donor(s) who gave voluntary written consent for the human embryos to
be used for research purposes _

6. Further infannaﬁon on whether the IVF clinics encouraged patients to donate

embryos.

-1 my Summary Letter | wrote: “Patient [who] consented [to using their] embryos for

research were consulted on research activity wrth the embryos and were not offered any
inducement for the donation.”

~ Inmy previous Response to ACD Committee | wrote: “...as seen from Sample consents
“ for frozenembryos, patients had the following choices: to continue storage; to discard
. embryos, to donate émbryos for scientific research or to attempt to donate to another
 infertile couple. It was also clearly stated that patients may refuse and their future
- treatment would not be affected. Further, patients were told that they would no longer
~ have access to their specimens once donated”.

T

/\)o\- \QWP'R‘OQ‘ :
N 4/yo

Here | attest that no financial arrangements existed between the IVF clinics and CMRC.
My correspondence is CCed to the CMRC Signing Official. ‘

Please help me to clarify what exactly is needed to assure a positive decision of ACD
Committee. . :




1 We would need a statement from IVF director of MFC regardlng donated fresh :

embryos with a descrlptton

- Time of donatxons procedures used e. g PGD and quahty of embryos

- Posslbly redacted consents,

- Statements that rio fi nanc:al compensation was offered to the patlents and ‘
whether donors were given more specific information orally about the nature of the .

- hESC research Anythmg else?

‘Thank you for your help.
Vasil Galat

hot need the statementform"lVFdlractor provndm o input-from i /\)d\ ol
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